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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHaJHTHYECKHH oT4yeT No

Ipoaykr: Ketopon" (ketoposak) pacTBop AJisi BHYTPHBEHHOTO U BHYTPUMBILIEUHOTO BBEAEHMS, 30 Mr/mMi
Batch No / : V211219 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 ammyn
Analytical Report No / : 890001555344 Date of Analysis / : 10.11.2021

JlaTa ananusza

Jara npousBojacTBa

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

T'ogen go

Analysis performed according ND / Ananu3 nposegen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Pagel of4/Crp.1u3 4

i:: Test / lokazarenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucauune Clear colorless solution. / | Clear, colorless to pale yellow
ITpo3pauHslii, OecuBeTHLIH pacTBOp. solution. / I1po3paunsrii, 6ecuBETHBIMH

WU CBETIIO-KENThIMN pacTBOp.

2 Identification /
IMopuHaHOCTL

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHna ymepxuBaHusi | BpemeHa ymepXMBaHWA OCHOBHBIX

OCHOBHBIX IIIKOB Ha | muKOB Ha XpoMarorpamMmMe
Xpomarorpamme UCIIBITYEMOTO | HCIBITYEMOTO  pacTBOpa  JOJDKHBI
pacTBOpa COOTBETCTBYIOT BpeMeHaM | COOTBETCTBOBATh BpeMeHaM
YAEPXKUBAHUSA OCHOBHBIX IIMKOB Ha | yIOEP)KUBaHUS OCHOBHBIX IIMKOB Ha
XpoMarorpamme pacTBOpa | XpoMaTorpamMme pacTBOpa

CTaHOAPTHBIX 06pa3u03 KETOpOJIaKa CTaHOAPTHBIX o6pa3u03 KETOpOJIaKa
TPOMETAaMHHa U HAIIDOKCEHa (pasnen TpOME€TaMWHA H HAIIpOKCCHa (pa311en
«KonuuecTBeHHOE onpeneneﬂue») «KonuiecTBeHHOE onpeneneHHe»)

3 Clarity / Ilpo3paunocTth

Complies / CooTBEeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHnus
npernapara He [I0JDKHa MpEBLILIATh
OTANIECIICHLIVIO 3TAJIOHA cpaBHeHus L.

IToxgrorosneno: Ankit

i/

4 Color / LIBeTHOCTL 0.038Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu u1MHE BOJTHBI
430 BMm
5 pH 7.29 Between 6.9 and 7.9/6,9 - 7.9
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeGOBaHMaM HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBonurens

QI—/ Pawan Kumar /30

Reprint Date /
Hara: 10.11.2021

Print Date / Print Date /
Jara: 10.11.2021 Jara: 10.11.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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CEPTHOUKAT AHAJMU3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr: Keropon" (keToponak) pacTBop 115 BHYTPHBEHHOTO ¥ BHYTPHMbILIEUHOIO BBEAEHHs, 30 Mr/Ms
Batch No / : V211219 Batch Quantity / : 2,09,090 ampules /
|Cepust Ne ObBem cepun 2,09,090 ammyn
Analytical Report No / : 890001555344 Date of Analysis / : 10.11.2021
AHanutuyeckmii orger No JlaTa ananun3a

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JaTa mpou3BoacTBAa Togen mo

Analysis performed according ND / Ananu3 nposenen mo H/I: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / Mexanuueckye BKIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
BuayMele 4acTULIbI B cootBeTcTBHY € TpeboBaHUsMU
6B Invisible particles /
HeBunumble yacTulipi:
i. Particles > 10 pm/ 114 Not more than 6000 per ampoule /
YacTuugpl pazmepom > He 6onec 6000 va ammyiny;
10 Mxm
ii. Particles > 25 pm / 3 Not more than 600 per ampoule /
Yactuup! pazmMepom > He 6onee 600 Ha ammyuty.
25 MM
7 Related substances / PoacTeeHHble npumecu
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6oxee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He Gounee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / Ilpumecs D Not more than 0.20 % / He Gosee
Less than LOQ (0.047%) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnunvvHas HenneHTUGUIH- 0.07% 0,20 %
pOBaHHas IIpUMech
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6Gonee
npuMeceit 1,50 %

Remarks : The Product confirms to

ND/

ITpumeuanue: IpoaykT cootBeTcTBYET Tpebopanuam HJT

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IToarorosnexHo: Ankit

=

Checked by /
IIposepeno: Pardeep Kumar

e -

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykoBogureb

Pawan Kumar

g

Reprint Date /
Jara: 10.11.2021

Print Date /
Hara: 10.11.2021

Print Date /
Jarta: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAIU3A

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| poaykr: Keropon” (keToponak) pacTsop AJisl BHYTPHBEHHOTO M BHYTPMMBIILEYHOTO BBEAEHUS, 30 MI/Mn
Batch No / : V211219 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob61bem cepun 2,09,090 amnyn
Analytical Report No / : 890001555344 Date of Analysis / : 10.11.2021
AHanMTHYECKHH oTyeT No Jara ananuza

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024
JaTa npousBoacTBa T'ogen no

Analysis performed according ND / Anasus nposeaen no HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page3 of 4/ Crp.3 u3 4

8 Extractable volume /
HsBaexaemMblii 00LeM

1.1ml/1.1 mn

Not less than label claim (1.0 mL) /
He menee HomunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepunanbHbie <=0.725E3/Mr tromethamine / He Gonee 5,8 ED/mr
3HAO0TOKCHHBI KeTopoJlaka TPOMETaMHHA

10 Sterility / CTrepunbHocTh Complies / Crepuiex Should be sterile / Ctepunen
11 Assay / KoanvecTBeHHOe onpeaeneHne

XJIOpUA

a) Ketorolac tromethamine /
KeToponaka TpomMeTaMuH

b) Sodium chloride / Hatpus

29.41 mg/29.41 mr

4.33mg/mL / 4.33 mr/mn

From 270mg to 33.0mg of
Ci1sH3NO;-C4H [ 1NO;3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTaMKH) B 1 M7

Between 4.2 mg/mlL and 4.5 mg/mL /
Or 4,2 mr/ma mo 4,5 Mr/man

12 Alcohol content / DTaHon

11.62%

Between 10.60 % and 12.60 %/
Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
IIpumeyanue: IIponykr cooTBeTcTBYeT TpebGoBanusmM HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoxrorosieHo: Ankit

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBogurens
Pawan Kumar b

-

(A
Reprint Date /

Jara: 10.11.2021

Print Date /
MHata: 10.11.2021

Print Date /
Jara: 10.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon™ (keToponak) pacTBop A1 BHYTPHBEHHONO W BHYTPMMBILLEUHOTO BBefieHUs, 30 Mr/mn
Batch No / : V211219 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001555344 Date of Analysis / : 10.11.2021
AHanuTuyecKHH oTdyeT No JaTa anannza

Date of Manufacture / : OCT-2021 Date of Expiry / : SEP-2024

JlaTa npoun3soacTBa I'onen oo

Analysis performed according ND / Auanus nposeaen mo HJI: JITT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoeka

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack.

m

Ilo 1 M B aMmOynel M3 TEMHOTO
crexna xnacca I (USP). B Bepxueit
YacTH aMIyJbl HAHECEHbI KONBLO H
To4Ka Ui pasznoMa. Ha ammyry
HaKJIEUBAIOT STHKETKY.

Ilo 10 amMmyn ¢ uHcTpykumei mo
NpHMEHEHUIO HOMELIAI0T
B [IBX/amoMuHueBbIN OaucTep.

ITo 1 bnucTepy B NayKy KapTOHHYIO.

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack.

ITo 1 My B amMmyJibl U3 TEMHOTO CTEKNIA
xnacca I (USP). B Bepxueil uactu
aMIyJbl HaHECEHbl KOJBIO M TOYKA
Ui paznoMa. Ha aMImyy HaKJIeHBatoT
3THKETKY.

ITo 10 ammyn c¢ WHCTpyKUHEHR 110
NIPUMEHEHUIO [IOMELIAIOT
B [IBX/anmoMUHHEBHII GHCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
Uit cTauMoHapoB: mno 2, 3, 5
6IHCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / Mapkuporka

According to ND / B coorercteuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBeTa MECTE NPM TeMIepaType He Bollie 25 °C. He 3amMmopaxusarts.

16 Shelf-life / Cpox roanocTn

3 years / 3 roxa.

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykr cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: Ankit Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautens
’ oy = Pawan Kumar ‘)

Reprint Date / Print Date / Print Date / '

Jara: 10.11.2021

Jara: 10.11.2021

Jlara: 10.11.2021
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